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§ 1301.42 Action on applications for re-
search in Schedule I substances.

(a) In the case of an application for
registration to conduct research with
controlled substances listed in Sched-
ule I, the Administrator shall process
the application and protocol and for-
ward a copy of each to the Secretary
within 7 days after receipt. The Sec-
retary shall determine the qualifica-
tions and competency of the applicant,
as well as the merits of the protocol
(and shall notify the Administrator of
his determination) within 21 days after
receipt of the application and complete
protocol, except that in the case of a
clinical investigation, the Secretary
shall have 30 days to make such deter-
mination and notify the Adminis-
trator. The Secretary, in determining
the merits of the protocol, shall con-
sult with the Administrator as to effec-
tive procedures to safeguard ade-
quately against diversion of such con-
trolled substances from legitimate
medical or scientific use.

(b) An applicant whose protocol is de-
fective shall be notified by the Sec-
retary within 21 days after receipt of
such protocol from the Administrator
(or in the case of a clinical investiga-
tion within 30 days), and he shall be re-
quested to correct the existing defects
before consideration shall be given to
his submission.

(c) If the Secretary determines the
applicant qualified and competent and
the research protocol meritorious, he
shall notify the Administrator in writ-
ing of such determination. The Admin-
istrator shall issue a certificate of reg-
istration within 10 days after receipt of
this notice, unless he determines that
the certificate of registration should be
denied on a ground specified in section
304(a) of the Act (21 U.S.C. 824(a)). In
the case of a supplemental protocol, a
replacement certificate of registration
shall be issued by the Administrator.

(d) If the Secretary determines that
the protocol is not meritorious and/or
the applicant is not qualified or com-
petent, he shall notify the Adminis-
trator in writing setting forth the rea-
sons for such determination. If the Ad-
ministrator determines that grounds
exist for the denial of the application,
he shall within 10 days issue an order
to show cause pursuant to § 1301.48 and,

if requested by the applicant, hold a
hearing on the application pursuant to
§ 1301.51. If the grounds for denial of the
application include a determination by
the Secretary, the Secretary or his
duly authorized agent shall furnish tes-
timony and documents pertaining to
his determination at such hearing.

(e) Supplemental protocols will be
processed in the same manner as origi-
nal research protocols. If the process-
ing of an application or research proto-
col is delayed beyond the time limits
imposed by this section, the applicant
shall be so notified in writing.

[37 FR 28712, Dec. 29, 1972. Redesignated at 38
FR 26609, Sept. 24, l973]

§ 1301.43 Application for bulk manu-
facture of Schedule I and II sub-
stances.

(a) In the case of an application for
registration or reregistration to manu-
facture in bulk a basic class of con-
trolled substance listed in Schedule I
or II, the Administrator shall, upon the
filing of such application, publish in
the FEDERAL REGISTER a notice naming
the applicant and stating that such ap-
plicant has applied to be registered as
a bulk manufacturer of a basic class of
narcotic or nonnarcotic controlled sub-
stance, which class shall be identified.
A copy of said notice shall be mailed
simultaneously to each person reg-
istered as a bulk manufacturer of that
basic class and to any other applicant
therefor. Any such person may, within
60 days from the date of publication of
the notice in the FEDERAL REGISTER,
file with the Administrator written
comments on or objections to the issu-
ance of the proposed registration.

(b) In order to provide adequate com-
petition, the Administrator shall not
be required to limit the number of
manufacturers in any basic class to a
number less than that consistent with
maintenance of effective controls
against diversion solely because a
smaller number is capable of producing
an adequate and uninterrupted supply.

(c) This section shall not apply to the
manufacture of basic classes of con-
trolled substances listed in Schedules I
or II as an incident to research or
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chemical analysis as authorized in
§ 1301.22 (b).

[36 FR 7778, Apr. 24, 1971, as amended at 36
FR 18729, Sept. 21, 1971. Redesignated at 38
FR 26609, Sept. 24, l973, as amended at 60 FR
32101, June 20, 1995]

§ 1301.44 Certificate of registration;
denial of registration.

(a) The Administrator shall issue a
Certificate of Registration (DEA Form
223) to an applicant if the issuance of
registration or reregistration is re-
quired under the applicable provisions
of section 303 of the Act (21 U.S.C. 823).
In the event that the issuance of reg-
istration or reregistration is not re-
quired, the Administrator shall deny
the application. Before denying any ap-
plication, the Administrator shall issue
an order to show cause pursuant to
§ 1301.48 and, if requested by the appli-
cant, shall hold a hearing on the appli-
cation pursuant to § 1301.51.

(b) If a hearing is requested by an ap-
plicant for registration or reregistra-
tion to manufacture in bulk a basic
class of controlled substance listed in
Schedule I or II, notice that a hearing
has been requested shall be published
in the FEDERAL REGISTER and shall be
mailed simultaneously to the applicant
and to all persons to whom notice of
the application was mailed. Any person
entitled to file comments or objections
to the issuance of the proposed reg-
istration pursuant to § 1301.43(a) may
participate in the hearing by filing a
notice of appearance in accordance
with § 1301.54. Such persons shall have
30 days to file a notice of appearance
after the date of publication of the no-
tice of a request for a hearing in the
FEDERAL REGISTER.

(c) The Certificate of Registration
(DEA Form 223) shall contain the
name, address, and registration ntmber
of the registrant, the activity author-
ized by the registration, the schedules
and/or Administration Controlled Sub-
stances Code Number (as set forth in
part 1308 of this chapter) of the con-
trolled substances which the registrant
is authorized to handle, the amount of
fee paid (or exemption), and the expira-
tion date of the registration. The reg-
istrant shall maintain the certificate
of registration at the registered loca-
tion in a readily retrievable manner

and shall permit inspection of the cer-
tificate by any official, agent or em-
ployee of the Administration or of any
Federal, State, or local agency engaged
in enforcement of laws relating to con-
trolled substances.

[36 FR 7778, Apr. 24, 1971, as amended at 37
FR 15918, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, l973 and amended at 53 FR
4963, Feb. 19, 1988; 60 FR 32101, June 20, 1995]

§ 1301.45 Suspension or revocation of
registration.

(a) The Administrator may suspend
any registration pursuant to section
304 (a) of the Act (21 U.S.C. 824(a)) for
any period of time he determines.

(b) The Administrator may revoke
any registration pursuant to section
304 (a) of the Act (21 U.S.C. 824(a)).

(c) Before revoking or suspending any
registration, the Administrator shall
issue an order to show cause pursuant
to § 1301.48 and, if requested by the reg-
istrant, shall hold a hearing pursuant
to § 1301.51. Notwithstanding the re-
quirements of this section, however,
the Administrator may suspend any
registration pending a final order pur-
suant to § 1301.46.

(d) Upon service of the order of the
Administrator suspending or revoking
registration, the registrant shall im-
mediately deliver his Certificate of
Registration and any order forms in his
possession to the nearest office of the
Administration. The suspension or rev-
ocation of a registration shall suspend
or revoke any individual manufactur-
ing or procurement quota fixed for the
registrant pursuant to part 303 of this
chapter. Also, upon service of the order
of the Administrator revoking or sus-
pending registration, the registrant
shall, as instructed by the Adminis-
trator:

(1) Deliver all controlled substances
in his possession to the nearest office
of the Administrator or to authorized
agents of the Administrator; or

(2) Place all controlled substances in
his possession under seal as described
in section 304(f) of the Act (21 U.S.C.
824(f)).

(e) In the event that revocation or
suspension is limited to a particular
controlled substance or substances, the
registrant shall be given a new

VerDate 14<JUN>96 10:36 Jul 12, 1996 Jkt 167073 PO 00000 Frm 00017 Fmt 8010 Sfmt 8010 C:\CFR\21V9C2.TXT pfrm13


		Superintendent of Documents
	2010-11-11T18:59:22-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




